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Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1-4, 6-8, 10, 14, 19, 20, 25, 27, 53, 55, 58, 59, 78 and 81-87 are rejected 
under 35 U.S.C. 103(a) as being unpatentable over Jacobsen et al (6,579,246 B2) in 
view of Shiber (5,1 35,531 ), as evidenced by Hernandez et al (5,396,21 2). 

Jacobsen et al disclose a coronary guidewire system and further disclose an 
elongate body having a proximal end, a distal end and a longitudinal axis extending at 
least from the proximal end to the distal end; a helical coil formed of radiopaque wire 
(see Figures 1 5-1 7; Column 1 1 , lines 66-67; and Column 1 2, lines 1 -5); the body 
comprising a tubular member (514) having a plurality of slots configured to make the 
tubular member (514) more flexible in bending; the first coil located at or near the distal 
end, the first coil substantially comprising a substantially radiopaque material (see 
Figures 1 5-1 7; Column 1 1 , lines 66-67; and Column 1 2, lines 1 -1 1 ); a core wire (501 ), 
at least part of the core wire being located inside the tubular member (514), at least a 
portion of the core wire (501 ) being located inside the first coil (see Figures 15-17); the 
medical device is a guidewire (see Column 2, lines 39-42); the core wire (501) being 
attached with a joint to the first tubular member (514) at least at the proximal end, the 
joint comprising a first coil circumscribing the core wire (501), the first coil being at least 
partially inside the first tubular member (514), and the joint comprises at least one of 
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solder and adhesive (see Column 12, lines 9-34); the core wire (501) being metal and 
the first coil is metal, the joint comprising solder attaching the first coil to the core wire 
(501 ) and adhesive attaching at least one of the first coil, the core wire and the solder to 
the first tubular member (514) (see Column 12, lines 9-34); the tubular member (514) 
comprising a plurality of slots formed in the tubular member, at least a plurality of slots 
being substantially perpendicular to the axis, the slots being formed in a plurality of 
groups, and at least a plurality of groups comprising a plurality of slots at substantially 
the same location along the axis (see Figure 18); the core wire (501) having a tapered 
portion, the joint being located at least partially within the tapered portion (see Figures 
1 4 and 1 8); the core wire (501 ) further being attached to the first tubular member (51 4) 
at the distal end of the tubular member (514) (SEE Column 12, lines 9-34); the core wire 
(501 ) further being attached to the tubular member (514) at least one location 
intermediate (51 8) the proximal end and the distal end (see Column 12, lines 9-11); the 
core wire (501 ) comprising an abrupt change in diameter between the proximal end and 
the distal end (see Figure 14); radiopaque material inside the tubular member (514), at 
or adjacent to the distal end of the tubular member (51 4) (see Figure 1 8; Column 1 1 , 
lines 66-67; and Column 12, lines 1-11); the core wire (501 ) being attached to the 
tubular member (514) at the distal tip (520) of the core wire (501); and the core wire 
(501) having at least one abrupt change in cross-sectional dimension, the abrupt 
change being at or adjacent to the joint (see Figures 1 4-1 8). 

Jacobsen et al, however fail to disclose the coil being formed from a wire having 
a substantially non-circular cross section, the cross section having a greater dimension 
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in the radial direction than in the axial direction, wherein prior to winding, the wire has 
two substantially flat opposite non-parallel sides that are out of parallel by an angle, and 
after winding into the coil, the sides are substantially parallel. 

Shiber discloses a guided atherectomy system and further discloses the coil 
being formed from a wire having a substantially non-circular cross section, the cross 
section having a greater dimension in the radial direction than in the axial direction, and 
after winding into the coil, the sides are substantially parallel. See Figure 1 1 ; and 
Column 6, lines 45-56. 

One of ordinary skill in the art would recognize Shiber implicitly teaches a coil 
that is created from a trapezoidal cross-sectioned wire and when the coil is formed, the 
trapezoidal shape becomes a rectangular cross section. In order to obtain the 
rectangular cross section as taught by Shiber, the wire would have to initially be of a 
trapezoidal shape before being formed into the coil, because if the wire was initially of a 
rectangular cross section, the formed coil would be formed into a trapezoidal cross 
section due to the increase of material on the inside of the formed coil. Hernandez et al 
discloses a means for winding transformer wire and further discloses the fact that a wire 
having a rectangular cross-section prior to bending about a radius would become a wire 
with a trapezoidal cross-section after bending about a radius. See Column 2, lines 53- 
63 of Hernandez et al. Therefore, Shiber implicitly discloses the use of a trapezoidal 
shaped flat stock prior to winding into a coil to form the shown rectangular cross- 
section. 
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It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the guidewire coil of Jacobsen et al to include the use of 
a non-circular cross section, as per the teachings of Shiber, since the substitution of a 
non-circular cross-section coil in the place of a circular cross-section coil would provide 
the predictable result of being able to navigate a guidewire through the vasculature of 
the patient. 

3. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Jacobsen et al (6,579,246 B2) and Shiber (5,135,531), as evidenced by Hernandez et al 
(5,396,212) as applied to claim 7 above, and further in view of Lui (2002/0010475 A1). 

Jacobsen et al and Shiber, as discussed above, disclose a guidewire means but 
fail to disclose the coil formed from wire having a thickness, the first coil having at least 
a portion of its length with a pitch of at least 1 .5 times the wire thickness. 

Lui discloses a means for removing an implanted lead from tissue and further 
disclose the coil formed from wire having a thickness, the first coil having at least a 
portion of its length with a pitch of at least 1 .5 times the wire thickness. See Paragraph 
0126. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the pitch of the coil of Jacobsen et al and Shiber to be at 
least 1 .5 times the wire thickness, as per the teachings of Lui, since it is well known in 
the art to utilize certain pitches within the coil to obtain a required flexibility. 

4. Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Jacobsen et al (6,579,246 B2) and Shiber (5,135,531), as evidenced by Hernandez et al 
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(5,396,212) as applied to claim 7 above, and further in view of Levine et al 
(2003/0009157 A1). 

Jacobsen et al and Shiber, as discussed above, disclose a guidewire means, but 
fail to disclose the tubular member having a chamfer at the proximal end. 

Levine et al disclose a flexible flow apparatus and further disclose the tubular 
member having a chamfer at the proximal end. See Paragraph 0153. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the combination of Jacobsen et al and Shiber to include 
the tube having a chamfer at the proximal end, as per the teachings of Levine et al, 
since it would provide a means of securing the tube to the core and coil. 

Response to Arguments 

5. Applicant's arguments filed February 28, 2008 have been fully considered but 
they are not persuasive. 

The Applicants argue Jacobsen et al, Shiber, as evidenced by Hernandez et al, 
used in the rejection of claims 1-4, 6-8, 10, 14, 19, 20, 25, 27, 53, 55, 58, 59, 78 and 81- 
87 lack an adequately articulated reason or motivation to combine the prior art to meet 
the current claims. The Examiner respectfully disagrees. Jacobsen et al clearly disclose 
the use of a guidewire with a circular cross-section distal coil. Shiber clearly disclose 
another intravascular medical device that has a rectangular cross-sectional distal coil. 
KSR v. Teleflex allows for the simple substitution of one known element for another to 
obtain predictable results. In this instance, the circular cross-sectional coil of Jacobsen 
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et al is being substituted for that of the rectangular cross-sectional coil of Shiber. The 
substitution of the rectangular cross-sectional coil of Shiber in the place of the circular 
cross-sectional coil of Jacobsen et al would still provide a guidewire that is capable of 
navigating the patient's vasculature, therefore yielding a predictable result. The 
Applicants further argue that the coil of Shiber would not improve the guidewire of 
Jacobsen et al. The substitution of the coil of Jacobsen et al with that of the coil of 
Shiber, merely shows that distal coils on intravascular devices can comprise different 
cross-sections, and still operate as an intravascular device. 

In response to applicant's argument that Shiber is nonanalogous art, it has been 
held that a prior art reference must either be in the field of applicant's endeavor or, if 
not, then be reasonably pertinent to the particular problem with which the applicant was 
concerned, in order to be relied upon as a basis for rejection of the claimed invention. 
See In re Oetiker, 977 F.2d 1443, 24 USPQ2d 1443 (Fed. Cir. 1992). In this case, 
Shiber provides the teaching of another intravascular device with a distal coil. 

Regarding Claims 25, 27 and 82-84, the Applicants argue the proximal end (of 
the tubular member) abuts an abrupt change in cross-sectional dimension (of the core 
wire), and Jacobsen et al fail to teach the claimed limitation. Jacobsen et al, in Figures 
14 and 18 show a guidewire core in Figure 14, and the finished guidewire in Figure 18. 
As can be seen in Figure 14, there is an abrupt change in cross-sectional dimension 
between elements 524 and 530. Then Figure 18 shows the tubular member 514 over 
the location of the abrupt change between elements 524 and 530. Furthermore, in 
Column 1 2, lines 25-30 of Jacobsen et al, the use of an adhesive to join the tubular 
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member 514 to the core is disclosed. Per the definition of "abut" in Merriam-Webster 
Online Dictionary, "abut" is defined as "to terminate at a point of contact". The glue joint 
at the proximal end of the tubular member 514 is the location where the tubular member 
514 abuts the core at the abrupt change between elements 514 and 530. 

Per the reasons set forth above, the prior art rejection of the currently pending 
claims is being maintained. 

Conclusion 

6. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian Szmal whose telephone number is (571)272-4733. 
The examiner can normally be reached on Monday-Friday, with second Fridays off. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Brian Szmal/ 

Patent Examiner, Art Unit 3736 
/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



